DECLARATION OF CONFORMITY

ACCORDING TO (EU) 20171745 MEDICAL DEVICE REGULATION

Manufacturer
EU Representative

SUNGO Europe B.V. Uimited
Fascinstio Boulevard 622, Unit 1., ‘Address: No. 13-7, Yiheng South Road, Chilng
2600V Capalle in dep Lissel, Thé Industry Zone, Ching CommunityHouie Toun,
Nethertands. Dongguan, Guangong, China
SRN: NL-AR.000000247 SRN: CN-MF-000035270

Product Information

Conformity Assessment Name: insole

Tt Model : KSGPOODI,  KSGPOOOZ, KSGPOOOA,
Conformity Assessment Procedure KSGPOO0S, KSGPO00S, KSGPOO3, KSGPOGO7,
Annox el of Roguiaton (EV) 20177745 KSGPUOD8,  KSGPOOUS, KSGPODIO, KSGROOTS,

Applicable Standards

fivnes o KSGPOO43,  KSGPOOAS,  KSGPOOST, KSGP-
ENISO 15220.1: 2021 SOCKOD1,  KSGP-SOCKOD2,  KSGP-SOCKDO3,

SGP-300K00S, 001
ENISO 10993-1: 2020 KSGS1806, KSGP-GJISOT, JS2001, JS2002W,
ENISO 10993.5: 2009 52003, JS2208, 21811, SZGPOD3, KSPGONZS,
ENISO oI KSGPOOS?, KSGPOOS3, KSGPODS, KSGPOOSS,

452301, 452302, JS2304, 452305, JS2306, JS2307,
152308, 152309, JS2310, 452311, JS2312, JS2315,
Js2316, 452318

ENDN: Y081203

Basic UDIDI: |

Classification: Class I, According o Rule 1, Amnex
VIl Regulation (EU) 20177745
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